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17025,’’ IBR approved for §§ 170.520(b) 
and 170.524(a). 

(4) ISO/IEC 17025:2017(E)—General re-
quirements for the competence of test-
ing and calibration laboratories (Third 
Edition), 2017–11, ‘‘ISO/IEC 17025,’’ IBR 
approved for §§ 170.520(b), and 170.524(a). 

(5) ISO/IEC 17065:2012(E)—Conformity 
assessment—Requirements for bodies 
certifying products, processes and serv-
ices (First Edition), 2012, ‘‘ISO/IEC 
17065,’’ IBR approved for §§ 170.503 and 
170.523(a). 

[81 FR 72471, Oct. 19, 2016, as amended at 85 
FR 25955, May 1, 2020] 

PART 171—INFORMATION 
BLOCKING 

Subpart A—General Provisions 

Sec. 
171.100 Statutory basis and purpose. 
171.101 Applicability. 
171.102 Definitions. 
171.103 Information blocking. 

Subpart B—Exceptions That Involve Not 
Fulfilling Requests to Access, Ex-
change, or Use Electronic Health Infor-
mation 

171.200 Availability and effect of exceptions. 
171.201 Preventing harm exception—When 

will an actor’s practice that is likely to 
interfere with the access, exchange, or 
use of electronic health information in 
order to prevent harm not be considered 
information blocking? 

171.202 Privacy exception—When will an ac-
tor’s practice of not fulfilling a request 
to access, exchange, or use electronic 
health information in order to protect an 
individual’s privacy not be considered in-
formation blocking? 

171.203 Security exception—When will an 
actor’s practice that is likely to interfere 
with the access, exchange, or use of elec-
tronic health information in order to 
protect the security of electronic health 
information not be considered informa-
tion blocking? 

171.204 Infeasibility exception—When will 
an actor’s practice of not fulfilling a re-
quest to access, exchange, or use elec-
tronic health information due to the in-
feasibility of the request not be consid-
ered information blocking? 

171.205 Health IT performance exception— 
When will an actor’s practice that is im-
plemented to maintain or improve health 
IT performance and that is likely to 
interfere with the access, exchange, or 

use of electronic health information not 
be considered information blocking? 

Subpart C—Exceptions That Involve Proce-
dures for Fulfilling Requests to Access, 
Exchange, or Use Electronic Health In-
formation 

171.300 Availability and effect of exceptions. 
171.301 Content and manner exception— 

When will an actor’s practice of limiting 
the content of its response to or the man-
ner in which it fulfills a request to ac-
cess, exchange, or use electronic health 
information not be considered informa-
tion blocking? 

171.302 Fees exception—When will an actor’s 
practice of charging fees for accessing, 
exchanging, or using electronic health 
information not be considered informa-
tion blocking? 

171.303 Licensing exception—When will an 
actor’s practice to license interoper-
ability elements in order for electronic 
health information to be accessed, ex-
changed, or used not be considered infor-
mation blocking? 

AUTHORITY: 42 U.S.C. 300jj–52; 5 U.S.C. 552. 

SOURCE: 85 FR 25955, May 1, 2020, unless 
otherwise noted. 

Subpart A—General Provisions 
§ 171.100 Statutory basis and purpose. 

(a) Basis. This part implements sec-
tion 3022 of the Public Health Service 
Act, 42 U.S.C. 300jj–52. 

(b) Purpose. The purpose of this part 
is to establish exceptions for reason-
able and necessary activities that do 
not constitute information blocking as 
defined by section 3022(a)(1) of the Pub-
lic Health Service Act, 42 U.S.C. 300jj– 
52. 

§ 171.101 Applicability. 
(a) This part applies to health care 

providers, health IT developers of cer-
tified health IT, health information ex-
changes, and health information net-
works, as those terms are defined in 
§ 171.102. 

(b) Health care providers, health IT 
developers of certified health IT, 
health information exchanges, and 
health information networks must 
comply with this part on and after No-
vember 2, 2020. 

§ 171.102 Definitions. 
For purposes of this part: 
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